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DETAILED ACTION 
Drawings 

1 . The drawings are objected to under 37 CFR 1 .83(a). The drawings must show every 
feature of the invention specified in the claims. Therefore, the hollow part between the first and 
second pads identical to the hollow part in the second chamber must be shown or the feature(s) 
canceled from the claim(s). The hollow parts in the second chamber and between the pads do no 
appear to have identical shapes. No new matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in reply to 
the Office action to avoid abandonment of the application. Any amended replacement drawing 
sheet should include all of the figures appearing on the immediate prior version of the sheet, 
even if only one figure is being amended. The figure or figure number of an amended drawing 
should not be labeled as "amended." If a drawing figure is to be canceled, the appropriate figure 
must be removed from the replacement sheet, and where necessary, the remaining figures must 
be renumbered and appropriate changes made to the brief description of the several views of the 
drawings for consistency. Additional replacement sheets may be necessary to show the 
renumbering of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New Sheet" 
pursuant to 37 CFR 1 .121(d). If the changes are not accepted by the examiner, the applicant will 
be notified and informed of any required corrective action in the next Office action. The 
objection to the drawings will not be held in abeyance. 
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Claim Rejections - 35 USC §102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 2 1(2) of such treaty in the English language. 

3. Claims 1, 2, 5, 10, 14, 15, and 25 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Lynch et al. (US 2004/0044306 Al). 

With regard to claim 1, Lynch et al teach an assembly fixing a catheter to a patient, 
comprising: a catheter including a supporting base comprising a reservoir (Fig. 3 indicated at 26) 
having a first end connected to a part of the catheter that is implanted in the patient (Figs. 3 and 6 
end at 56) and a second end connected to at least one external tube that is in fluid communication 
with the catheter through the reservoir (Fig. 3 end 34 connected to tube 20 see Figs. 2 and 4), a 
fluid flow direction extending from the at least one external tube, through the reservoir, and to 
the part of the catheter implanted in the patient (Fig. 6); a housing (Fig. 3 12a); a lid closing the 
housing (Fig. 4 lid 14a); and a base integral to the housing and surrounding the housing, for 
fixation of the housing to skin of the patient (Pg. 2 [0018], wherein the housing comprises first 
and second chambers which communicate with each other through a passage between the first 
and second chambers (First chamber taken as that accommodating 16a see Figs. 3 and 7, second 
chamber formed in space between 14a in Fig. 4 and base generally indicated at 17a in Fig. 9), the 
first chamber includes a bottom wall opening through which the part of the catheter that is 
implanted in the patient passes (Fig. 6), the second chamber includes a bottom wall, the 
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supporting base of the catheter that includes the reservoir is accommodated partially in the 
passage between the first and second chambers and partially in the second chamber, the first end 
of the reservoir has a first end connected to the catheter is located at the first chamber in the 
passage and the second end of the reservoir is located in the second chamber (see Figs. 3, 6, and 
9), the supporting base of the catheter includes first and second wings respectively extending, 
transverse to the fluid flow direction, from opposite lateral faces of the supporting base (Fig. 3 
wings 28), and the lid includes, on an internal face, first and second pads generally parallel to the 
fluid flow direction and which, when the lid is closed, penetrate into the second chamber, 
respectively contact the first and second wings, and hold the supporting base of the catheter 
against the bottom wall of the second chamber (Fig. 4 pads are taken as members running 
parallel to channel 38). 

With regard to claim 2, see Figs. 2, 4, and 9. 

With regard to claim 5, the membrane is taken as the portion indicated at 44 (Fig. 6). 

With regard to claim 10 see the hollow recess 30 (Figs. 3 and 9). 

With regard to claim 14, the lid latches with members 22a (Fig. 3). 

With regard to claim 15, the device is affixed to the skin (Pg. 2 [0018], incorporated 
reference U.S. 6,579,267 teaches adhesive is used for fixation (Col. 10 line 8). 

With regard to claim 25, Lynch et al. teach an assembly fixing a catheter to a patient, 
comprising: a catheter including a supporting base comprising a reservoir (Fig. 3 indicated at 26) 
having a first end connected to a part of the catheter that is implanted in the patient (Figs. 3 and 6 
end at 56) and a second end connected to at least one external tube that is in fluid communication 
with the catheter through the reservoir (Fig. 3 end 34 connected to tube 20 see Figs. 2 and 4), a 
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fluid flow direction extending from the at least one external tube, through the reservoir, and to 
the part of the catheter implanted in the patient (Fig. 6); a housing (Fig. 3 12a); a lid closing the 
housing (Fig. 4 lid 14a); and a base integral to the housing and surrounding the housing, for 
fixation of the housing to skin of the patient (Pg. 2 [0018], wherein the housing comprises first 
and second chambers which communicate with each other through a passage between the first 
and second chambers (First chamber taken as that accommodating 16a see Figs. 3 and 7, second 
chamber formed in space between 14a in Fig. 4 and base generally indicated at 17a in Fig. 9), the 
first chamber includes a bottom wall opening through which the part of the catheter that is 
implanted in the patient passes (Fig. 6), the second chamber includes a bottom wall, the 
supporting base of the catheter that includes the reservoir is accommodated partially in the 
passage between the first and second chambers and partially in the second chamber, the first end 
of the reservoir has a first end connected to the catheter is located at the first chamber in the 
passage and the second end of the reservoir is located in the second chamber (see Figs. 3, 6, and 
9), the supporting base of the catheter includes first and second wings respectively extending, 
transverse to the fluid flow direction, from opposite lateral faces of the supporting base (Fig. 3 
wings 28), the lid includes, on an internal face, first and second pads which penetrate into the 
second chamber and, when the lid is closed, the first and second pads respectively contact the 
first and second wings, holding the supporting base of the catheter the bottom wall of the second 
chamber, and hold the supporting base of the catheter bilaterally with respect to the bottom wall 
of the second chamber (Fig. 4 the pads are taken as the members running parallel to channel 38). 
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Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

5. Claims 4, 9, 22, and 24 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Lynch et al. (US 2004/0044306 Al). 

With regard to claims 4 and 22, Lynch et al. teach an assembly for fixing a catheter with 
the features substantially as claimed as in claim 1. Lynch et al. teach the passage to compliment 
the faces of the winged base member but Lynch et al. does not teach the passage to have oblique 
lateral faces which compliment the lateral faces of the supporting base. It would have been an 
obvious matter of design choice to a person of ordinary skill in the art at the time the invention 
was made to have a passage with oblique lateral faces because Applicant has not disclosed that 
such a shape provides an advantage, is used for a particular purpose, or solves a stated problem. 
One of ordinary skill in the art, furthermore, would have expected the Applicant's invention to 
perform equally well with the passage of Lynch et al. as it securely compliment the catheter base. 

With regard to claim 9, see grooves formed on housing by 22a (Fig. 3 which compliment 
grooves in the lid shown in Fig. 4 to hold the external tube relative to the housing. 

With regard to claim 24, Lynch et al. teaches an assembly for fixing a catheter with the 
features substantially as claimed. Lynch et al. does not disclose the pads and the base to have 
oblique lateral faces. It would have been an obvious matter of design choice to a person of 
ordinary skill in the art at the time the invention was made to use pads and a base with oblique 
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lateral faces because Applicant has not disclosed that such a shape provides an advantage, is used 
for a particular purpose, or solves a stated problem. One of ordinary skill in the art, furthermore, 
would have expected the Applicant's invention to perform equally well with the structures of 
Lynch et al. as they securely retain catheter base. 

6. Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lynch et al. (US 
2004/0044306 Al) as applied to claim 5 above, and further in view of Kornerup (U.S. Patent 
5,685,859). 

With regard to claim 6, Lynch et al. teach a catheter retention device substantially as 
claimed. Lynch et al. does not teach that the membrane comprises slits extending from an edge 
which delimits the orifice. However, Kornerup teaches a membrane which more closely 
surrounds the area in which a tube is inserted into the body and shows a slit (Figure 1 slit 2, Col. 
5 line 16) which delimits the device. It would have been obvious to a person of ordinary skill in 
the art at the time the invention was made to use a membrane with slits in the device of Lynch et 
al. because Kornerup teaches such a membrane and this would provide protection around the 
area in which the catheter was inserted and that in the case where the membrane would more 
fully cover the aperture and the area in which the tube is inserted in the that slits would be used 
because this would allow space to accommodate the insertion of the tube and would allow room 
for tubes of various sizes. 
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7. Claims 1 1 and 12 are rejected under 35 U.S.C. 103(a) as being unpatentable over Lynch 
et al. (US 2004/0044306 Al) as applied to claim 5 above, and further in view of Bierman (U.S. 
Patent 6,428,516). 

With regard to claims 1 1 and 12, Lynch et al. teach a catheter retention device 
substantially as claimed and the face of the bottom wall of the second chamber and a face of the 
membrane are continuous with the base of the housing (Fig. 6), Landuyt does not teach the base 
to include a sheet of flexible material molded with the housing or two holdfasts in the shape of 
human ears. However, Beirman teaches flexible anchor pad 32 (Figure 1) for securing the 
retainer to the patient's skin (Col. 7 lines 9- 1 0). This pad is not disclosed to be molded with the 
housing however, it would have been obvious to a person or ordinary skill in the art to use a one 
piece construction and make the parts integral (In re Larson, 340 F.2d 965, 968, 144 USPQ 347, 
349 (CCPA 1965)). Further, Beirman shows the pad to be in the shape of two human ears so as 
to provide greater stability and adhesion to the patient's skin. It would have been obvious to a 
person of ordinary skill in the art at the time the invention was made to attach the device in 
Lynch et al. using an adhesive pad molded to the housing the shape of two human ears as taught 
by Bierman because it would provide greater stability. 

8. Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lynch et al. (US 
2004/0044306 Al) and Bierman (U.S. Patent 6,428,516) as applied to claim 12 above, and 
further in view of Wright et al. (US 2004/0167475 Al). 

With regard to claim 13, Lynch et al. teaches a catheter retention device substantially as 
claimed. Lynch et al.does not disclose the housing comprising four support holdfasts in the form 



Application/Control Number: 1 0/549,3 1 2 Page 9 

Art Unit: 3767 

of human ears. However, Wright et al. teaches a securement device which has a shape that can 
be taken to be in the shape of four human ears (Page 4 [0045] Figure 1 1 base 120). And further, 
that various shapes can be made as desired. It would have been obvious to a person of ordinary 
skill in the art at the time the invention was made to use four ear shaped holdfasts as opposed to 
two in the device of Lynch et al. because it is within the skill of one in the art to duplicate parts 
and such has no patentable significance (In re Harza, 274 F.2d 669, 124 USPQ 378 (CCPA 
I960)) and further the four holdfasts could provide a support base which better secures the base 
to the patient as it would provide for increased arrangement possibilities for adhering to the 
patient's skin, having a greater number of independently movable holdfasts, which could better 
conform to a variety of locations on the patient. 

9. Claims 26, 27, and 29 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Lynch et al. (US 2004/0044306 Al) as applied to claims 1, 22 and 25 above, and further in view 
ofSorbonne(US 4,517,071). 

With regard to claims 26, 27, and 29, Lynch et al. teach a catheter fixation assembly 
substantially as claimed. Lynch et al. does not disclose nth cover is transparent. However, 
Sorbonne teaches using a catheter retainer with a clear lid so as to observe the catheter and 
tubing (Col. 4 lines 55-56). It would have been obvious to a person of ordinary skill in the art at 
the time the invention was made to use a transparent lid in the device of Lynch et al. because 
Sorbonne teaches this allows the user to observe the catheter. 
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Allowable Subject Matter 

10. Claims 7 and 8 are objected to as being dependent upon a rejected base claim, but would 
be allowable if rewritten in independent form including all of the limitations of the base claim 
and any intervening claims. 

1 1 . Claim 23 is allowed. The prior art of record does not teach or otherwise render obvious 
at the time the invention was made a lid which comprises pads which when the lid is closed 
penetrate into a chamber and are disposed on opposite sides of a part of a catheter implanted in a 
patient, close the chamber, and rest against the skin. 

Response to Amendment 

12. The amendments to the claims have been entered. 

Response to Arguments 

13. Applicant's arguments with respect to the claims have been considered but are moot in 
view of the new ground(s) of rejection. 

Conclusion 

14. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
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CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Emily Schmidt whose telephone number is (571) 270-3648. The 
examiner can normally be reached on Monday through Thursday 7:30 AM to 5:00 PM (EST). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571) 272-4965. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Emily Schmidt/ 
Examiner, Art Unit 3767 
/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 



